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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.1 14, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 8/21/2009 has been entered. 

Status of Application/Amendment/Claims 

Applicant's response filed 8/21/2009 has been considered. Rejections and/or objections 
not reiterated from the previous office action mailed 5/21/2009 are hereby withdrawn. The 
following rejections and/or objections are either newly applied or are reiterated and are the only 
rejections and/or objections presently applied to the instant application. The text of those sections 
of Title 35, U.S. Code not included in this action can be found in a prior Office action. 

With entry of the amendment filed on 8/21/2009, claims 25, 26, 29, 30, and 35-38 are 
pending and examined herein. 

The indicated allowability of claims 25 and 29 is withdrawn in view of the newly 
discovered reference(s), cited below, and upon further consideration of the claims under 35 USC 
1 12, first paragraph (written description). 

Election/Restrictions 

In the reply filed 2/25/08, Applicant elected, without traverse, SEQ ID NO: 159. 
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Applicant's previous amendment to claim 30, deleting references to all previously recited 
SEQ ID NOs except SEQ ID NO:6821380 was considered to represent constructive election of 
SEQ ID NO:6821380. 

Specification 

Applicant's 8/21/2009 amendment to the specification so as to be in harmony with the 
claims pursuant to MPEP § 1302.01 and under 37 CFR 1 .52(e)(5) to amend the specification to 
include in the paper portion of the specification all descriptive matter pertinent to SEQ ID 
NO:159 and 6821380 that was previously submitted in tables on compact disc, is acknowledged. 
The amendment has been entered into the application. 

Upon review of the 22-page amendment filed 8/21/2009, it would appear that some 
nucleotide sequences shown therein are not identified by SEQ ID NO: identifier. See for 
example page 13, bottom, and page 12. Applicant is respectfully requested to review the 
amendment to ensure the application as amended complies with 37CFR 1 .821-1 .825 and that 
each sequence shown therein is clearly identified by a SEQ ID NO: identifier and is also 
disclosed in the sequence listing as required by the Sequence Rules. 

Claim Rejections - 35 USC § 112, second paragraph — withdrawn 

The rejection of Claims 35-38 under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention is withdrawn in view of Applicant's amendment to the claims, filed 
8/21/2009. 
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Claim Rejections - 35 USC § 11 2, first paragraph (new matter) — withdrawn 

The rejection of Claims 35-38 under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement is withdrawn in view of Applicant's amendment to the 
claims, filed 8/21/2009. 

Claim Objections 

Claim 29 is objected to because of the wording in part (c), reciting "80% nucleotides 
identical to..." 

Claims 26 and 30 are objected to because of the language "is of the sequence," since it is 
unclear whether the language is intended to broaden the claim beyond the sequence consisting of 
SEQ ID NO:159 or 6821380, and since it is redundant. Amending the claims to recite "wherein 
the sequence is SEQ ID NO: 159" or "is SEQ ID NO:6821380" would be remedial. Claims 36 
and 38 are objected to therefor. 

Priority 

Applicant's claim for the benefit of a prior-filed application under 35 U.S.C. 1 19(e) or 
under 35 U.S.C. 120, 121, or 365(c) is acknowledged. As Applicant is aware, to obtain the 
benefit of a prior-filed application, the later-filed application must be an application for a patent 
for an invention which is also disclosed in the prior application (the parent or original 
nonprovisional application or provisional application). The disclosure of the invention in the 
parent application and in the later-filed application must be sufficient to comply with the 
requirements of the first paragraph of 35 U.S.C. 1 12. See Transco Products, Inc. v. Performance 
Contracting, Inc., 38 F.3d 551, 32 USPQ2d 1077 (Fed. Cir. 1994). 

Currently, Applicant claims benefit to the following applications: 
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** CONTINUING DATA 

This application is a CIP of 10/707,975 01/29/2004 ABM 
and is a CIP of 10/707.980 01/29/2004 
and is a CIP of 10/707.147 11/24/2003 
and is a CSF of 10 04 >T 08 J 2 0 ABN 
a i h 3 "IF « f tO c 3 22^ ABN 
at d i^-aCIF f 10 040 C ABN 
and is a CIP of 10/804,926 Oft/27/2003 ABN 
at d i: a I IF of 10 04 72: us 3 2" 1 ';-' 
and is a CIP of 10 >04 _ 2 T 08 3 2033 ABN 
and is a CIP of 10/708.204 02/16/2004 
and is a CiP of 10/708,000 04/02/2004 
arsd < laims benefit of €0 52 f 403 04 2c 2004 

** FOREIGN APPLICATIONS 

ISRAEL PCT/IL03/00998 11/20/2000 



With the exception of 10/708953, written description support is not found in any of the 
prior filed applications for SEQ ID NO: 159 or 6821380 (exemplary alignments below). Should 
applicant disagree, Applicant is invited to point out with particularity, by page and line number, 
where such support may be found. 

For purposes of this examination the earliest effective filing date of claims 25, 26, 29, 30, 
and 35-38 is considered to be that of the instant application: 5/14/2004. 
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Sequence 78539, Applic 



Best Local Similarity 68.2%;' 



Claim Rejections - 35 USC § 112, first paragraph (written description) 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 



Upon further consideration, Claims 25, 29, 35, and 37 are rejected under 35 U.S.C. 1 12, 
first paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. This is a written description 
rejection. 
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Factors to be considered in determining whether there is sufficient evidence of possession 
include the level of skill and knowledge in the art, complete or partial structure, physical and/or 
chemical properties, functional characteristics alone or coupled with a known or disclosed 
correlation between structure and function, and the method of making the claimed invention. 
Disclosure of any combination of such identifying characteristics that distinguish the claimed 
invention from other materials and would lead one of skill in the art to the conclusion that the 
applicant was in possession of the claimed species is sufficient. 

In embodiment (a), Claims 25 and 29 expressly embrace all nucleic acid sequences 19-24 
and 50-140 nucleotides in length comprising "at least 19 consecutive nucleotides of SEQ ID 
NO: 159," a bioinformatically predicted, 22-nucleotide mature miRNA, asserted by applicant to 
be useful for inhibiting the expression of mRNAs from the gene EGFR (page 4 Remarks filed 
3/10/09; and see 14 of the amendment to the specification filed 8/21/2009). SEQ ID NO:159 is 
not 100% complementary to any EGFR sequence or any other mRNA sequence. Thus, these 
claims embrace a large genus possible nucleic acid sequences, which may be only -86% 
identical to SEQ ID NO: 159, and whose only common structure is any contiguous 19-nt 
sequence from SEQ ID NO: 159. 

In embodiment (c), Claims 25 and 29 are even broader, claiming all nucleic acid 
sequences 19-24 and 50-140 nucleotides in length that are at least 80% identical to those recited 
in part (a) or the complements thereof (part (b)). While the Application adequately describes and 
shows possession of the nucleotide sequences SEQ ID NO: 159 and 6821380, the hairpin miRNA 
precursor from which SEQ ID NO: 159 is said to derive, and indicates that such sequences will 
more likely than not inhibit the expression of a human EGFR gene (NM 005228), the 
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application does not describe the genus of sequences defined by the claims that have this 
function or that have any other well established function. A rough calculation suggests that a 
substantial number of the sequences embraced by parts (c ) include sequence that are no more 
than 69% identical to SEQ ID NO: 159; sequences that are 80% identical to sequences that share 
on 19 of 22 nucleotides in common with SEQ ID NO: 159, includes sequences that share between 
15-16 nucleotides in common with SEQ ID NO: 159. 

Thus, the claims are extremely broad. Adequate written description does not exist in the 
instant application for all these sequences. While Applicant has disclosed the relevant identifying 
features of SEQ ID NO: 159 for performing the function disclosed in the specification, Applicant 
has not disclosed the identity all sequences of 19, 20, 21, 23, and 24 nucleotides in length that 
will perform this function. Applicant, for example, has not disclosed which 2-3 nucleotides may 
be added or subtracted from the sequence while retaining the disclosed activity, nor is there any 
evidence to show that any 2-3 nucleotides may be added or subtracted while retaining the 
asserted utility. While applicant describes one sequence of 50-140 nucleotides in length that 
comprises SEQ ID NO:159 (namely, SEQ ID NO:6821380) that may perform the asserted 
utility, applicant has not described the countless numbers of other sequences of this length that 
comprise SEQ ID NO:159, much less that comprise SEQ ID NO:159 and have the function 
asserted by the application or, for that matter, any other specific function. 

While the specification discloses at paragraphs 41 and 42 that a hairpin precursor may be 
anywhere from 50-140 nucleotides in length and may be processed by a dicer enzyme to yield an 
oligonucleotide that is 19 to 24 nucleotides in length, these passages simply summarize the 
possible lengths of miRNAs in a cell and do not reasonably disclose that the miRNA 
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corresponding to SEQ ID NO:159 or its precursor, SEQ ID NO:6821380, may be of any length 
in this range, and there is no evidence to show the activity associated with these sequences (i.e., 
structures) could be extrapolated to any and all nucleotide sequences having only 19 nucleotides 
of SEQ ID NO:159, much less only 15-16 nucleotides of SEQ ID NO:159. Applicant provides 
no disclosure showing which nucleotides or at what position nucleotides may be added or 
subtracted while retaining the activity specific to the invention. In fact the Examiner is unable to 
find any passage or evidence in the application as filed expressly or impliedly conveying that any 
consecutive 19-nucleotide sequence of SEQ ID NO: 159 may be used to regulate EGFR 
expression or even to sequence-specifically probe for EGFR. Moreover, Applicant has not 
disclosed which sequences may be added and where to SEQ ID NO: 159 while retaining its 
specific activity. 

Certainly, the application does not disclose by words or any other representation that any 
19-24 or 50-140 nucleotide sequence having a mere 69% identity to SEQ ID NO: 159 is a part of 
the invention, as now claimed in part (c) of claims 25 and 29. 

Accordingly, only those sequences consisting of, complementary to, and encoded by and 
equivalent in length to SEQ ID NO: 159 and 6821380 are adequately described in the 
specification. 

Applicant is reminded that the written description requirement is separate and distinct 
from the enablement requirement. In re Barker, 559 F.2d 588, 194 USPQ 470 (CCPA 1977), 
cert, denied, 434 U.S. 1064 (1978); Vas-Cath, Inc. v.Mahurkar, 935 F.2d 1555, 1562, 19 
USPQ2d 1111, 1115 (Fed. Cir. 1991). 
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Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention \v;is p;ilenled or described in ;i primed publication in this or ;i lorciun country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 25 and 35 are rejected under 35 U.S.C. 102(e) as being anticipated by Khvorova 
etal. (US 2007/0031844 Al). 

Khvorova et al. disclosed functional or hyperfunctional short interfering RNAs of 19-25 
bases comprising the 19-nucleotide sequence SEQ ID NO: 1216559, shown below. At paragraph 
118 and 293, it is represented that the siRNA may be synthesized as a 21-mer comprising any 
one of the recommended 19-nt sequences disclosed therein such as SEQ ID NO: 1216559. As 
shown by the alignment below, the 19-25 base siRNA comprising SEQ ID NO: 1216559 would 
comprise a sequence within the scope of parts (c) and (d) of claim 25 inasmuch as it would 
comprise a sequence that is at least 80% identical to a sequence that comprises at least 19- 
consecutive nucleotides of SEQ ID NO: 159, or the complement thereof. At paragraph 277 it is 
disclosed the strands of the siRNA may be encoded by a vector. 




Application/Control Number: 10/709,572 
Art Unit: 1635 



Page 1 1 




Claims 29 and 37 are rejected under 35 U.S.C. 102(c) as being anticipated by 
Wohlgemuth et al. (US Patent 6,905,827). 

As shown by the alignment below, Wohlgemuth et al. disclosed a 50-nucleotide DNA 
sequence, SEQ ID NO: 2866, that comprises a sequence that is at least 80% identical to the 
complement of a sequence that comprises at least 19 consecutive nucleotides of SEQ ID 
NO:159. At column 17, lines 50-61, and elsewhere, vectors for cloning and expressing nucleic 
acid sequences are also disclosed 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Louis Wollenberger whose telephone number is (571)272-8144. 
The examiner can normally be reached on M-F, 8 am to 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James (Doug) Schultz can be reached on (571)272-0763. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Louis Wollenberger/ 

Primary Examiner, Art Unit 1635 

October 10, 2009 



